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Presidential Documents

Title 3—

The President

Proclamation 7214 of July 30, 1999

To Provide for the Efficient and Fair Administration of
Action Taken With Regard to Imports of Lamb Meat and for
Other Purposes

By the President of the United States of America

A Proclamation

1. On July 7, 1999, | issued Proclamation 7208, which implemented action
of a type described in section 203(a)(3) of the Trade Act of 1974, as amended
(19 U.S.C. 2253(a)(3)) (the “Trade Act’”), with respect to imports of fresh,
chilled, or frozen lamb meat, provided for in subheadings 0204.10.00,
0204.22.20, 0204.23.20, 0204.30.00, 0204.42.20, and 0204.43.20 of the Har-
monized Tariff Schedule of the United States (HTS). Proclamation 7208
took effect on July 22, 1999.

2. Proclamation 7208 established import relief in the form of tariff-rate
quotas (TRQs) and increased duties but did not make specific provision
for their administration. | have determined under section 203(g)(1) of the
Trade Act (19 U.S.C. 2253(g)(1)) that it is necessary for the efficient and
fair administration of the action undertaken in Proclamation 7208 to exempt
from the measure goods that were exported prior to July 22, 1999.

3. | have further determined under section 203(g)(1) of the Trade Act that
in order to provide for the efficient and fair administration of the TRQs
established in Proclamation 7208 it is necessary to delegate my authority
to administer the TRQs under that section to the United States Trade Rep-
resentative.

4. On May 28, 1999, | issued Proclamation 7202, which took certain actions
to eliminate circumvention of the quantitative limitations applicable to im-
ports of wheat gluten that were proclaimed in Proclamation 7103. | have
determined that a technical correction in the description of an action taken
in Proclamation 7202 is appropriate.

5. Section 604 of the Trade Act (19 U.S.C. 2483), authorizes the President
to embody in the HTS the substance of the relevant provisions of that
Act, and of other acts affecting import treatment, and actions thereunder,
including the removal, modification, continuance, or imposition of any rate
of duty or other import restriction.

NOW, THEREFORE, I, WILLIAM J. CLINTON, President of the United States
of America, acting under the authority vested in me by the Constitution
and the laws of the United States of America, including but not limited
to sections 203 and 604 of the Trade Act, and section 301 of title 3,
United States Code, do proclaim that:

(1) In order to provide for the efficient and fair administration of the TRQs
on imports of fresh, chilled, or frozen lamb meat classified in HTS sub-
headings 0204.10.00, 0204.22.20, 0204.23.20, 0204.30.00, 0204.42.20, and
0204.43.20, subchapter Ill of chapter 99 of the HTS is modified as provided
for in the Annex to this proclamation.
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(2) The United States Trade Representative is authorized to exercise my
authority pursuant to section 203(g) of the Trade Act to take all action
necessary, including the promulgation of regulations, to administer the TRQs
relating to imports of lamb meat provided for in HTS subheadings 0204.10.00,
0204.22.20, 0204.23.20, 0204.30.00, 0204.42.20, and 0204.43.20.

(3) The third sentence of initial paragraph 4 of Proclamation 7202 is hereby
stricken and the following sentence is inserted in lieu thereof: ““Such action
shall take the form of a reduction in the European Community’s 1999/
2000 wheat gluten quota allotment in the amount of 5,402,000 kg., which
represents the amount of wheat gluten that entered the United States in
excess of the European Community’s 1998 quota allocation.”

(4) Any provisions of previous proclamations and Executive orders that
are inconsistent with the actions taken in this proclamation are superseded
to the extent of such inconsistency.

(5) The actions taken in this proclamation shall be effective on the date
of signature of this proclamation and shall continue in effect through the
close of the dates on which actions proclaimed in Proclamation 7202 and
Proclamation 7208 cease to be effective, unless such actions are earlier
expressly modified or terminated.

(6) The modifications to the HTS shall be effective with respect to goods
exported on or after July 22, 1999, and shall continue in effect as provided
in the Annex to this proclamation, unless such actions are earlier expressly
modified or terminated.

IN WITNESS WHEREOF, | have hereunto set my hand this thirtieth day
of July, in the year of our Lord nineteen hundred and ninety-nine, and
of the Independence of the United States of America the two hundred

and twenty-fourth.



Federal Register/Vol. 64, No. 149/Wednesday, August 4, 1999/Presidential Documents

42267

ANNEX

Modifications to the Harmonized Tariff Schedule of the United States

(a) Effective with respect to goods that are exported on or after July 22, 1999, subchapter III of
chapter 99 of the Harmonized Tariff Schedule of the United States is modified to read as follows:

“8. For purposes of the subheadings enumerated below, the in-quota quantities for fresh, chilled or frozen lamb

meat shall be allocated as follows:
Subheadings
9903.02.01

9903.02.03

9903.02.05

Carcasses and half-carcasses of lamb (provided

for in subheading 0204.10.00 or 0204.30.00),
other lamb cuts with bone in (provided for in
subheading 0204.22.20 or 0204.42.20), and

Country or Countries

Allocation (kg)

Australia.....................

Australia..........c.........
New Zealand
Other countries...........

boneless lamb meat (provided for in subheading
0204.23.20 or 0204.43.20), all the foregoing fresh,
chilled or frozen, except products of Canada, of
Mexico, of Israel, of developing countries enumerated
in general note 4(a) to this schedule, of beneficiary

countries under the Caribbean Basin Economic
Recovery Act (as enumerated in general note

7(a) to this schedule) or of beneficiary countries

under the Andean Trade Preference Act (as
enumerated in general note 11(a) to this
schedule):
If exported on or after July 22, 1999,
through July 21, 2000, inclusive:

9903.02.01 In quantities not in excess of
3LESLISTKE oo eennens 9%
9903.02.02 OLhEr. ...t etsese s e eseeaeas 40%
[Carcasses...:]
If exported on or after July 22,2000,
through July 21, 2001, inclusive:
9903.02.03 In quantities not in excess of
32,708,493 K. oot 6%
9903.02.04 Other.............. eetetrirese et s neaseeneastenenionenen 32%
If exported on or after July 22, 2001,
through July 22, 2002, inclusive:
9903.02.05 In quantities not in excess of
33,565,835 KEuooovvrerirueeeemenercnecneennenceiscsinaens 3%
9903.02.06 o 24%

[FR Doc. 99-20189
Filed 8-3-99; 8:45 am]
Billing code 3190-01-C

17,139,582
14,481,603
229,966
17,600,931
14,871,407
236,155
18,062,279
15,261,210
242,346

15.4¢/kg

15.4¢/kg
+ 40%

15.4¢/kg

15.4¢/kg
+32%

15.4¢/kg

15.4¢/kg
+24%”
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NUCLEAR REGULATORY
COMMISSION

10 CFR Part 31
RIN 3150—AG06

Requirements for Those Who Possess
Certain Industrial Devices Containing
Byproduct Material to Provide
Requested Information

AGENCY: Nuclear Regulatory
Commission.

ACTION: Final rule.

SUMMARY: The Nuclear Regulatory
Commission (NRC) is amending its
regulations to add an explicit
requirement that general licensees, who
possess certain measuring, gauging, or
controlling devices that contain
byproduct material, provide the NRC
with information concerning these
devices. The NRC intends to use this
provision to request information
concerning devices that present a
comparatively higher risk of exposure to
the public or property damage. The final
rule is intended to help ensure that
devices containing byproduct material
are maintained and transferred properly
and are not inadvertently discarded.

EFFECTIVE DATE: October 4, 1999.

FOR FURTHER INFORMATION CONTACT:
Catherine R. Mattsen, Office of Nuclear
Material Safety and Safeguards, U.S.
Nuclear Regulatory Commission,
Washington, DC 20555-0001, telephone
(301) 415-6264, or e-mail at
CRM@nrc.gov; or Jayne McCausland,
Office of Nuclear Material Safety and
Safeguards, U.S. Nuclear Regulatory
Commission, Washington, DC 20555—
0001, telephone (301) 415-6219, or e-
mail at IMM2@nrc.gov.

SUPPLEMENTARY INFORMATION:
Background

On February 12, 1959 (24 FR 1089),
the Atomic Energy Commission (AEC)

amended its regulations to provide a
general license for the use of byproduct
material contained in certain measuring,
gauging, or controlling devices (10 CFR
30.21(c)). Under current regulations in
10 CFR 31.5, certain persons may
receive and use a device containing
byproduct material under this general
license if the device has been
manufactured and distributed according
to the specifications contained in a
specific license issued by the NRC or by
an Agreement State. A specific license
authorizing distribution of generally
licensed devices is issued if a regulatory
authority determines that the safety
features of the device and the
instructions for safe operation of that
device are adequate and meet regulatory
requirements.

The person or firm who receives such
a device is a general licensee. The
general licensee is subject to
requirements for maintaining labels,
following instructions for use, storing or
disposing of the device properly, and
reporting transfers and failure of or
damage to the device. For some devices,
the general licensee must also comply
with leak testing requirements. The
general licensee is also subject to the
terms and conditions in 10 CFR 31.2
concerning general license
requirements, transfer of byproduct
material, reporting and recordkeeping,
and inspection. The general licensee
must comply with the safety
instructions contained in or referenced
on the label of the device and must have
the testing or servicing of the device
performed by an individual who is
authorized to manufacture, install, or
service these devices.

A generally licensed device usually
consists of radioactive material,
contained in a sealed source, within a
shielded device. The device is designed
with inherent radiation safety features
so that it can be used by persons with
no radiation training or experience.
Thus, the general license is meant to
simplify the licensing process so that a
case-by-case determination of the
adequacy of the radiation training or
experience of each user is not necessary.

There are about 45,000 general
licensees under 10 CFR 31.5. These
licensees possess about 600,000 devices
that contain byproduct material. The
NRC has not contacted general licensees
on a regular basis because of the
relatively small radiation exposure risk

posed by these devices and the very
large number of general licensees.
However, general licensees are not
always aware of applicable regulations
and thus are not necessarily complying
with all of the applicable requirements.
The NRC is particularly concerned
about occurrences where generally
licensed devices containing radioactive
material have not been properly
handled or properly disposed of. In
some cases, this has resulted in
radiation exposure to the public and
contamination of property. Although
known exposures generally have not
exceeded the public dose limit, there is
a potential for significant exposures.
When a source is accidentally melted in
a steel mill, considerable contamination
of the mill, the steel product, and the
wastes from the process, the slag and
the baghouse dust, can result.

The NRC conducted a 3-year sampling
(1984 through 1986) of general licensees
to assess the effectiveness of the general
license program. The sampling revealed
several areas of concern regarding the
use of generally licensed devices. In
particular, the NRC concluded that
many general licensees are not aware of
the appropriate regulations. Also,
approximately 15 percent of all general
licensees sampled could not account for
all of their generally licensed devices.
The NRC concluded that these problems
could be remedied by more frequent and
timely contact between the general
licensee and the NRC.

On December 27, 1991 (56 FR 67011),
the NRC published a notice of proposed
rulemaking concerning the
accountability of generally licensed
devices. The proposed rule contained a
number of provisions, including a
requirement for general licensees under
10 CFR 31.5 to provide information to
the NRC upon request, through which a
device registry could be developed. The
proposed rule also included
requirements in 10 CFR 32.51a and
32.52 for the specific licensees who
manufacture or initially transfer
generally licensed devices. Although the
public comments received were
reviewed and a final rule developed, a
final rule was not issued because the
resources needed to implement the
proposed rule properly were not
available.

The NRC continued to consider the
issues related to the loss of control of
generally licensed, as well as
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specifically licensed, sources of
radioactivity. In July 1995, the NRC,
with assistance from the Organization of
Agreement States, formed a working
group to evaluate these issues. A final
report was completed in July 1996 and
published in October 1996 as NUREG—
1551, “Final Report of the NRC-
Agreement State Working Group to
Evaluate Control and Accountability of
Licensed Devices.”

In considering the recommendations
of the working group, the NRC decided,
among other things, to again initiate
rulemaking to establish an annual
registration program of devices
generally licensed under 10 CFR 31.5
that would be similar to the program
originally proposed in the December 27,
1991, proposed rule. However, the NRC
decided to do so only for those devices
that present a higher risk, compared to
other generally licensed devices, of
potential exposure to the public and
property loss if control of the device
were lost. The NRC found the working
group process valuable in identifying
criteria for categorizing devices that are
more likely to present a significant risk
by exposure of the public or through
contamination of property.

On December 2, 1998 (63 FR 66492),
the Commission again proposed the
addition of an explicit requirement to
provide information in response to
requests made by the NRC. While the
rule applies to all 10 CFR 31.5 general
licensees, the NRC plans to contact only
those general licensees identified by the
working group for the purpose of the
registration program. For the most part,
general licensees using devices meeting
these criteria have a limited number of
devices that will require registration.

In that notice (at 63 FR 66493), the
NRC also withdrew the December 27,
1991, proposed rule. The NRC has
reviewed the other provisions contained
in the December 27, 1991, proposed rule
and the recommendations of the
working group and developed
additional requirements in a separate
proposed rule published July 26, 1999
(64 FR 40295). The recommendations
made in NUREG-1551 were considered
in developing the separate, more
comprehensive proposed rule issued
July 26, 1999. That proposed rule
addresses fees for registration,
additional reporting, recordkeeping, and
labeling requirements for 10 CFR 32.51
licensees, and compatibility of
Agreement State regulations in this area.

On March 9, 1999 (64 FR 11508), the
Commission established an interim
enforcement policy for violations of 10
CFR 31.5 that are discovered and
reported by licensees during the initial
cycle of the registration program. The

initial cycle is considered to be the
issuance of one round of registration
requests to all affected general licensees.
This policy supplements the normal
NRC Enforcement Policy in NUREG—
1600, Rev. 1. It will remain in effect
through one complete cycle of the
registration program.

Under this interim enforcement
policy, enforcement action normally
will not be taken for violations of 10
CFR 31.5 that are identified by the
general licensee, and reported to the
NRC if reporting is required, provided
that the general licensee—

Takes appropriate corrective action to
address the specific violations and
prevent recurrence of similar problems;
and

Has undertaken good faith efforts to
respond to NRC notices and provide
requested information.

This change from the Commission’s
normal enforcement policy is intended
to remove the potential for the threat of
enforcement action to be a disincentive
for the licensee to identify deficiencies.

Under the interim enforcement
policy, enforcement action, including
issuance of civil penalties and Orders,
may be taken where there is —

(1) Failure to take appropriate
corrective action to prevent recurrence
of similar violations;

(2) Failure to respond and provide the
information required by regulation;

(3) Willful failure to provide complete
and accurate information to the NRC; or
(4) Other willful violations, such as
willfully disposing of generally licensed

material in an unauthorized manner.

As noted in the December 2, 1998,
proposed rule, and discussed further in
the separate, more comprehensive
proposed rule of July 26, 1999, the
Commission also plans to increase the
civil penalty amounts specified in its
Enforcement Policy in NUREG-1600,
Rev. 1, for violations involving lost or
improperly disposed of sources or
devices. This increase will better relate
the civil penalty amount to the costs
avoided by the failure to properly
dispose of the source or device. Due to
the diversity of the types of sources and
devices, the Commission is considering
the establishment of three levels of base
civil penalty for loss or improper
disposal. The higher tiers would be for
sources that are relatively costly to
dispose of.

Discussion

The Atomic Energy Act of 1954
(AEA), as amended, authorizes the NRC
to request appropriate information from
its licensees concerning licensed
activities. However, the Commission
had not included such an explicit

provision in the regulations governing
10 CFR 31.5 general licensees.

This final rule adds an explicit
requirement to 10 CFR 31.5 that requires
general licensees who possess certain
measuring, gauging, and controlling
devices to respond in a timely way to
written requests from the NRC for
information concerning products that
they have received for use under a
general license.

The final rule requires a response to
requests within 30 days or such other
time as specified in the request. For
routine requests for information, 30
days should be adequate in most
instances, and an extension can be
obtained for good cause. If more
complicated requests are made or
circumstances recognized that may
require a longer time, the Commission
may provide a longer response time. In
the unusual circumstance of a
significant safety concern, the
Commission could demand information
in a shorter time. The NRC will provide
a phone number in the request for
information in case additional guidance
is necessary.

The NRC intends to use this provision
primarily to institute an annual
registration program for devices using
certain quantities of specific
radionuclides. The registration program
is primarily intended to ensure that
general licensees are aware of and
understand the requirements for the
possession of devices containing
byproduct material. The registration
process will allow NRC to account for
devices that have been distributed for
use under the general license. The NRC
believes that, if general licensees are
aware of their responsibilities, they will
comply with the requirements for
proper handling and disposal of
generally licensed devices. This should
help reduce the potential for incidents
that could result in unnecessary
radiation exposure to the public as well
as contamination of property.

The general licensees covered by the
registration program will be asked to
account for the devices in their
possession and to verify, as well as
certify, information concerning—

(1) The identification of devices, such
as the manufacturer, model, and serial
numbers;

(2) The persons knowledgeable of the
device and the applicable regulations;

(3) The disposition of the devices; and

(4) The location of the devices.

An organization which uses generally
licensed devices at numerous locations
is usually considered a separate general
licensee at each location (except in the
case of different facilities at the same
complex or campus). In the case of
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portable devices that are routinely used
at multiple sites, there is one general
licensee for each primary place of
storage, not for each place of use. Thus,
an organization may be required to
complete more than one registration, if
it possess devices subject to registration
at multiple locations.

While the final rule applies to all 10
CFR 31.5 general licensees (about
45,000), the NRC will contact only
approximately 5100 general licensees,
possessing about 20,000 devices, for
registration purposes. This category of
general licensees is based on the criteria
recommended by the working group for
determining which sources should have
increased oversight. The proposed rule
presented an estimate of 6000 general
licensees, based on the estimates made
in the working group report. However,
this had not accounted for the fact that,
in the interim, Massachusetts had
become an Agreement State. Using the
same criteria, and removing the
previously NRC general licensees in
Massachusetts, results in an estimate of
5100. Other States are expected to
become Agreement States in the near
future which will affect the number of
general licensees under NRC
jurisdiction, but not the overall number
nationally. The separate, more
comprehensive proposed rule published
July 26, 1999, indicated that Agreement
States will be required to achieve a
compatible level of accountability over
generally licensed devices. Thus,
following State implementation of
compatible programs in conjunction
with that rule, further changes in the
number of generally licensed devices
within NRC jurisdiction should not
adversely affect accountability.

Requests for information will be sent
to general licensees who are expected,
based on current NRC records, to
possess devices containing (as indicated
on the label) at least—

370 MBq (10 mCi) of cesium-137;

3.7 MBq (0.1 mCi) of strontium-90;

37 MBq (1 mCi) of cobalt-60; or

37 MBq (1 mCi) of any transuranic (at
this time, the only generally licensed
devices meeting this criterion contain
curium-244 and americium-241).

Most of the devices meeting these
criteria are used in commercial and
industrial applications measuring
thickness, density, or chemical
composition in petrochemical and steel
manufacturing industries. The requests
will include the information contained
in NRC records concerning the
possession of these devices. The
licensees will be asked to verify, correct,
and add to that information. The NRC
records are based on information

provided to the NRC by distributors
under 10 CFR 32.52(a) and compatible
Agreement State regulations and from
general licensees as required by 10 CFR
31.5(c) (8) or (9) regarding transfer of
generally licensed devices. If a general
licensee no longer possesses devices
meeting the criteria, it will be expected
to provide information about the
disposition of the devices previously
possessed. Errors in current NRC
records concerning these general
licensees could be the result of—

() Errors made in the quarterly
reports of manufacturers or initial
distributors;

(2) General licensees not reporting
transfers; or

(3) Errors made by NRC or its
contractors in recording transfer
information.

In addition to the 5100 general
licensees identified for registration, the
NRC may occasionally request
information from other general licensees
on a case-by-case basis as necessary or
appropriate. For example, this might
involve investigating the extent that
other users have experienced a problem
that has been identified with the design
of a particular device model. However,
significant modifications to the
registration program to include a larger
class of licensees would be done
through rulemaking.

Although the amendment to the
regulations imposes some additional
costs on licensees, the NRC has
estimated these costs to be minimal.
This cost is the estimated administrative
cost expended by general licensees to
verify the information requested by the
NRC regarding licensed devices. The
NRC believes that the rule’s intended
effect of increased compliance by
general licensees with regulatory
requirements, and resulting NRC and
public confidence in the general license
program potentially afforded by these
new requirements, outweigh this
nominal administrative cost.

Public Comments on the Proposed Rule

The NRC reviewed the public
comments received on the December 2,
1998, proposed rule. Seven comment
letters were received from: the State of
Ilinois (an Agreement State), National
Steel Pellet Company, Steel
Manufacturers Association (SMA), the
Commonwealth of Massachusetts (an
Agreement State), the State of New
Jersey (a non-Agreement State),
American Iron and Steel Institute (AISI),
and one private citizen.

All commenters supported the
proposed rule. One commenter agreed
with the NRC that the proposed change
would increase accountability and

control over generally licensed
radioactive devices. Another commenter
supported the proposed regulation as a
step in the right direction, if not
completely solving the regulatory
problems of the NRC. The steel industry
supported the proposed rule as a
positive, although small, step toward
minimizing the risk associated with
improper disposal of spent sources in
the scrap supply.

Agreement was expressed by two
commenters that the administrative
burden on general licensees to provide
the minimal information requested by
the NRC is reasonable, as is the 30-day
period in which general licensees have
to respond, with extensions granted for
good cause.

Several commenters voiced agreement
with the interim enforcement policy.
One commenter, the State of New
Jersey, believes that it is extremely
important to remove any incentive for a
general licensee to attempt to discard its
source rather than comply with the
reporting requirement. The commenter
stated that when people get rid of their
generally licensed devices in a hurry,
the State has to go out and find them in
mountains of trash or scrap metal.

Two other commenters, the SMA and
AISI, stated that they would support any
enforcement program that deters
improper disposal of radioactive
sources. They also endorse the
provision allowing general licensees to
report and correct violations without
incurring penalties. These commenters
believe that this provision would
encourage licensees, who are not sure
about sources they hold, to remedy the
problem rather than improperly dispose
of the sources in an attempt to avoid
high penalties.

A. Current NRC General Licensing
Process and Cost Shift

Comment: In general, the three
representatives of the steel industry
expressed similar concerns regarding
the current NRC general licensing
process. One commenter, the SMA,
stated that the proposed rule did not
address the fact that the current
regulatory regime has shifted the costs
of lax accountability and control onto
steel makers, insurers, and the
taxpayers. This commenter stated that
general licensees do not pay for their
licenses nor provide information
directly to NRC about the sources they
hold. Instead, the cost has fallen on steel
producers to detect the sources, on steel
producers and taxpayers to arrange for
proper disposal, and on steel producers
and their insurers to pay the cost when
a source is inadvertently melted. This
commenter believed that general
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licensees should be required to shoulder
their fair share.

Similarly, the AISI pointed out that
current NRC regulations have
inadvertently and improperly shifted
the costs for accountability and control
onto hot metal producers, insurers, and
taxpayers and that steel producers are
being forced to pay the cost of detecting
orphaned sources, to arrange for proper
disposal, and to pay for the cleanup
when a source is inadvertently melted.
This commenter also believed that
general licensees should be required to
pay their fair share of these costs and
stated that improving licensee
accountability would also reduce the
risk of the illegal release of generally
licensed material into the public scrap
supply. In addition, the AISI noted that
the inadvertent melting of orphaned
sources by domestic steel producers has
resulted in decontamination, disposal,
and lost production costs ranging
between $10 million and $24 million at
electric furnace mills and that the cost
of a similar incident occurring in a
major integrated steel mill could easily
exceed $100 million.

Response: The Commission
recognizes the expense to the steel
industry when generally licensed
devices containing radioactive material
are not properly disposed of or properly
handled. The NRC believes that this
rulemaking will reduce the probability
of lost and improperly disposed of
sources, and ultimately the number of
incidents of inadvertent meltings. This
would reduce the total expense to the
steel industry, insurers, and taxpayers
resulting from such incidents. A
separate, more comprehensive
rulemaking on this subject (proposed on
July 26, 1999) is expected to further
improve accountability for devices and
reduce the impact of improperly
disposed of sources to the steel
industry. In addition, that rule would
establish a registration fee to recover the
cost of the NRC enhanced oversight
program for those general licensees
being required to register their devices.

B. Reporting Electronically and Data
Verification

Comment: Two commenters
recommended that the NRC provide a
means for electronically reporting the
information requested by the NRC in
order to save time, mailing expenses,
and paper. They also indicated that the
NRC should ensure that its database has
an adequate data quality verification
system and can easily flag
inconsistencies.

One commenter suggested that the
electronic filing could be accomplished
through a secure page on the NRC

Internet Web Site and that the NRC
could use the employer’s tax
identification number and a password to
secure the information. This commenter
also recommended that the NRC
database include a data quality
verification system to quickly identify
and immediately notify licensees of any
reporting inconsistencies and that
employers could also be required to
annually verify the accuracy of the
inventory.

Response: The submission of
electronic applications and reports is a
generic issue that impacts more than the
general license registration program.
The NRC has evaluated the issue of
permitting licensees to file applications
and reports electronically and plans to
publish an amendment to the
regulations to allow such submissions.
The NRC expects to publish the
amendment next year. At that time, the
NRC will evaluate how this change will
impact implementation of the
registration program and future
enhancements to the design of the
automated system. However, the NRC
currently expects that the initial
registration program would require
submission of hard copies of the
registration forms.

The NRC is in the process of
upgrading its information technology
systems to facilitate processing of
annual registrations. The upgrades will
include adequate data verification for
distributor, general licensee, and
registration information and will
include automated readers for
processing the large volume of
registration forms. The automated
readers will identify changes and
inconsistencies with the database,
convert changes to electronic form, and
incorporate the new data.

C. Control and Accountability

Comment: One commenter believed
that a great deal of improvement is
needed in the regulations governing
licensed radioactive devices concerning
their location and whether they are
being disposed of properly. This
commenter felt that a license should not
be given out to persons to own as many
devices as they please; instead a license
should be given out per device, thereby
limiting the number of devices available
and making known the number of
devices in use. This commenter felt that
radioactive material presents an extreme
threat to health and safety even if
disposed of properly.

Response: The Commission does not
believe it is necessary, appropriate, or
practical to limit the number of devices
going out to general licensees to one per
licensee. Tracking the number of

devices in use and who has them is
achievable without such a restriction.
Generally licensed devices are designed
to be inherently safe and do not present
nearly as great a risk to health and safety
as the commenter suggests. Given the
nature of the general license, restrictions
on numbers of devices that can be
possessed would be difficult to enforce
and would likely lead to difficulties in
getting accurate information on devices
possessed.

Comment: Another commenter
recommended that the NRC not target
businesses with specific licenses,
pointing out that they are required to—

(1) Have a Radiation Safety Officer;

(2) Actively perform testing and
inspections; and

(3) Maintain written documentation.

Therefore, specific licensees are
almost always aware of the byproduct
material regulations applicable to
byproduct material managed under a
general license as well and are more
likely to adequately account for and
handle devices containing byproduct
material in accordance with the
regulatory requirements. The
commenter recommended that the NRC
instead target general licensees that do
not currently maintain byproduct
material under a specific NRC license
because these general licensees are more
likely to be unaware of the appropriate
regulations and are more likely to
inappropriately account for and handle
devices containing byproduct material.

Response: Specific licensees who also
have generally licensed devices are
subject to any regulations applicable to
the general license. Therefore, these
specific licensees will be subject to
registration. Given the approach of this
first rule, it would be possible for NRC
to simply not make this request for
information from those who also hold
specific licenses. However, this would
require additional effort to cross
reference data on specific licensees with
that on general licensees. Specific
licensees, while generally more aware of
applicable regulations, do have
problems with incomplete
accountability for devices. The potential
improvement in accountability should
justify the limited administrative effort
of providing registration information
even in the case of those holding
specific licenses.

If the additional rulemaking
concerning registration is made final,
specific licensees holding generally
licensed devices subject to registration
may wish to avoid the additional fee. If
so, they would have the option of
amending their specific license, if
necessary, to include the devices, and
thereby remove the devices from the
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general license status. In this case,
labels may have to be changed to be
consistent with the device’s regulatory
status.

Comment: The State of Illinois
indicated that a group of general
licensees in Illinois possesses devices
containing curium-244 in quantities that
would require registration under the
proposed rule. This commenter
recommended that the NRC contact
licensees possessing not only
americium-241 but also curium-244,
and noted that the statement in the
December 2, 1998, proposed rule (63 FR
66493) that americium-241 is the only
transuranic radionuclide found in
generally licensed devices in quantities
exceeding 37 megabecquerels (1
millicurie), is in error.

Response: The Commission agrees.
The omission in that statement, of
curium-244 as a transuranic element
used in generally licensed devices
meeting the criteria for registration, was
an oversight. Devices containing
curium-244 with quantities meeting the
criterion for transuranics will be
included in the registration
requirement.

Comment: Several commenters stated
that the NRC should give serious
consideration to the NRC-Agreement
State Working Group recommendations
as contained in NUREG-1551, “‘Final
Report of the NRC-Agreement State
Working Group to Evaluate Control and
Accountability of Licensed Devices.”
Specifically, one commenter stated that
there should be a Responsible
Individual (RI) and a Backup
Responsible Individual (BRI) for each
general license. This commenter stated
that, unlike a specific license where
there are a Radiation Safety Officer and
Authorized Users, there may be only
one person (RI) who has a real
understanding that his or her company
possesses a generally licensed device
that contains a radioactive source. When
that RI dies, retires, resigns, or is laid
off, there may be no one at the facility
with any understanding or appreciation
of the significance of the generally
licensed device. The commenter stated
that the addition of one extra name and
phone number to the records should not
be too burdensome on the licensee and
may help avoid the burden of
responding to a radiation incident
involving the device.

Two other commenters recommended
that the NRC consider the Working
Group’s recommended comprehensive
measures, including requirements for
the NRC to maintain inventory records,
to compare and reconcile related
discrepancies, and to mandate reporting
the bankruptcy of a licensee to the NRC.

The commenters also recommended
State/NRC site inspections and
inventories at regular intervals. These
commenters felt that serious
consideration should be given to each of
these measures in order to prevent the
continued loss of licensed sources into
the scrap stream.

One of these commenters also urged
the NRC to move forward with the
planned additional regulations
amending or establishing requirements
for registration fees, labeling, and
compatibility with Agreement State
requirements. The commenter stated
that the limited registration program
would have minimal impact on the
radioactive scrap problem if it is the
only amendment the NRC proposes.

Response: The more comprehensive
measures recommended by the NRC-
Agreement State Working Group are
being considered in the separate, more
comprehensive rule proposed on July
26, 1999. Comments on these issues will
be considered as part of that rulemaking
process.

D. Registration Program

Comment: One commenter noted that
the language of the proposal did not call
for a periodic registration program
requiring reporting at least annually.
Rather, the proposed amendment would
merely restate NRC’s authority to collect
information from licensees. The
commenter pointed out that the NRC
already has this authority under 42
U.S.C. 2095 and in its own regulations
at 10 CFR 30.34. This commenter urged
the NRC to explicitly call for a periodic
registration program in the amended
regulation stating that this would
remind general licensees that they have
licensed radioactive sources and that
there are responsibilities attached to
their licenses. It would also indicate
that the Government has knowledge of
their sources and the authority to
enforce prohibitions on improper
disposal.

Response: The NRC has proposed
explicit provisions for an annual
registration requirement in the separate,
more comprehensive rule on this
subject.

Comment: A commenter suggested
that the NRC reconsider one of the
provisions in a proposed rule published
February 5, 1974 (39 FR 4583), that
would have required registration of the
generally licensed devices before
customers are allowed to receive them.
This commenter stated that this would
ensure and document that general
licensees have received copies of the
regulations and that they are aware of
their rights and responsibilities.

Response: The Commission does not
believe preregistration is necessary to
ensure and document that general
licensees have received copies of the
regulations and that they are aware of
their rights and responsibilities.
However, the Commission has proposed
amendments to address the need for
customers to receive additional
information prior to purchases of
generally licensed devices in the
separate, more comprehensive rule.

Comment: Another commenter
strongly encouraged the NRC to adopt a
mandatory registration program for all
sources, not merely those that pose the
greatest risk to steel mills.

Response: The Commission has
decided to use the criteria developed by
the NRC/Agreement State Working
Group to determine which sources
should be subject to the registration
program. These criteria were based on
considerations of relative risk and were
limited to radionuclides currently in use
in devices considered to present a
higher risk of potential exposure, as
well as potential for contamination of
property.

E. Fee-Based System

Comment: One commenter believed
that a fee-based system for all general
licensees would ensure that the NRC
recovers the minimal cost to initiate and
maintain the reporting program. The
commenter stated that such a
registration program would enable the
NRC to account for all sources that have
been distributed. The commenter
further suggested that the program could
be designed to allow steel companies
and the general public to trace the
origins of an improperly disposed of
source. This would help steel
companies in determining liability for
the multimillion-dollar clean-up costs
that the steel companies and their
insurers incur when sources are
inadvertently melted. It would also
provide Federal and State nuclear
regulators that handle orphan sources a
means to obtain reimbursement
resulting in an additional deterrent
against improper source disposition.

Another commenter was concerned
that, even though a fee-based system for
all general licensees would permit the
NRC to recover the anticipated cost of
initiating and maintaining the reporting
program, a fee schedule could slow or
prevent implementation of the entire
proposal. If this is correct, the
commenter recommended that the NRC
retain the proposal as published.

Response: The Commission is not
addressing comments on its proposed
fee-based system as part of this
rulemaking process. The separate, more
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comprehensive rule addresses fees for
registration and the comments will be
considered in connection with that
rulemaking.

F. Registration Information Available on
the Internet

Comment: One commenter was
opposed to making the registration
information available on the Internet
because such posting would
unnecessarily cause public concern over
the presence and use of low level
devices. The commenter believes that
this information should be available
only through the Freedom of
Information Act request process.

Response: Some of the information
submitted in distributor quarterly
reports and entered into the general
license tracking system that is to be
used for handling registration
information would be considered
proprietary. This database will be
designed with security features in order
to protect proprietary information. It
will not be available on the Internet.
The NRC would post information on its
website concerning lost or unaccounted
for devices.

G. Civil Penalty Amounts

Comment: One commenter agreed
with the NRC’s intent to increase the
civil penalty amounts for violations
involving lost or improperly disposed of
sources or devices. The commenter
stated that the penalties must be
significantly higher than the costs
avoided by the failure to properly
dispose of the source or device.

A second commenter supported fining
general licensees who violate their
general licenses by using a schedule that
is proportionate to the damage actually
caused by the lost source. The
commenter used the example of the cost
for cleaning a steel mill contaminated
by melting such a source. This
commenter believed that because the
NRC'’s proposed penalty is not much
higher than the current fine of $2500 per
loss that has been assessed to licensees,
it would not significantly deter illegal
behavior. The commenter believes that
increasing the current relatively
minimal penalty levels to amounts that
reflect the real world damage caused by
loss of a licensed source will provide
general licensees with a substantive
economic incentive to dispose of their
sources legally.

Response: As discussed in the July 26,
1999 (64 FR 40295) proposed rule, the
Commission is considering raising civil
penalties for violations involving lost or
improperly disposed of sources or
devices and may use a tiered approach
with higher than usual civil penalties

for sources that are relatively costly to
dispose of. This is to ensure that such
civil penalties better relate to the costs
avoided by the failure to properly
dispose of the source or device. The cost
of cleaning a contaminated steel mill
would not be an appropriate basis for
setting fees.

No comments were made concerning
the specific wording of the proposed
amendment. No change to the rule has
been made as a result of these
comments.

Agreement State Compatibility

Under the “‘Policy Statement on
Adequacy and Compatibility of
Agreement State Programs’ approved by
the Commission on June 30, 1997 (62 FR
46517), this final rule is classified as
Compatibility Category D. Category D
means the provisions are not required
for purposes of compatibility; however,
if adopted by the State, the provisions
should not create any conflicts,
duplications, or gaps in the regulation of
AEA material. Ultimately, an enhanced
oversight program is expected to
include provisions that will require a
higher degree of compatibility. This is
being considered in the separate, more
comprehensive rulemaking that would
add more explicit requirements for the
registration program and additional
provisions concerning accountability of
generally licensed devices.

Voluntary Consensus Standards

The National Technology Transfer
and Advancement Act of 1995, Pub. L.
104-113, requires that agencies use
technical standards that are developed
or adopted by voluntary consensus
standards bodies unless the use of such
a standard is inconsistent with
applicable law or otherwise impractical.
In this final rule, the NRC is amending
its regulations to require that those who
possess certain industrial devices
containing byproduct material provide
requested information. The amendments
are administrative in nature and require
certain types of specific entities to
provide information concerning specific
devices in their possession. Therefore,
this action does not constitute the
establishment of a standard that
establishes generally applicable
requirements.

Environmental Impact: Categorical
Exclusion

The NRC has determined that this
final rule is the type of action described
in the categorical exclusion in 10 CFR
51.22(c)(3)(iii). Therefore, neither an
environmental impact statement nor an
environmental assessment has been
prepared for this regulation.

Paperwork Reduction Act Statement

This final rule amends information
collection requirements that are subject
to the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.). The information
collection requirements in this rule have
been approved by the Office of
Management and Budget, approval
number 3150-0016.

The public reporting burden for this
information collection is estimated to
average 20 minutes per response,
including the time for reviewing
instructions, searching existing data
sources, gathering and maintaining the
data needed, and completing and
reviewing the information collection.
Send comments on any aspect of this
information collection, including
suggestion for reducing the burden, to
the Records Management Branch (T-6
E6), U.S. Nuclear Regulatory
Commission, Washington, DC 20555—
0001, or by Internet electronic mail at
BIS1@NRC.GOV; and to the Desk
Officer, Office of Information and
Regulatory Affairs, NEOB-10202,
(3150-0016), Office of Management and
Budget, Washington, DC 20503.

Public Protection Notification

If a means used to impose an
information collection does not display
a currently valid OMB control number,
the NRC may not conduct or sponsor,
and a person is not required to respond
to, the information collection.

Regulatory Analysis

The NRC has prepared a regulatory
analysis for this regulation. The analysis
examines the cost and benefits of the
alternatives considered by the NRC. The
regulatory analysis is available for
inspection in the NRC Public Document
Room, 2120 L Street NW. (Lower Level),
Washington, DC. Single copies of the
analysis may be obtained by calling
Jayne McCausland, U.S. Nuclear
Regulatory Commission, Office of
Nuclear Material Safety and Safeguards,
Washington, DC, 20555—-0001; telephone
(301) 415-6219; or e-mail at
JMM2@nrc.gov.

Regulatory Flexibility Certification

As required by the Regulatory
Flexibility Act (5 U.S.C. 605(b)), the
Commission certifies that this final rule
does not have a significant economic
impact on a substantial number of small
entities. This rule requires general
licensees who have received specific
devices to respond to requests for
information from NRC. The final rule
applies to the approximately 45,000
persons using products under an NRC
general license, many of whom may be
classified as small entities. However, the
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NRC intends to request registration
information from only approximately
5100 of these general licensees.
Registration information to be obtained
will include identification of the
devices, accountability for the devices,
the persons knowledgeable of the device
and the applicable regulations, and the
disposition of the devices. The NRC
believes that the economic impact that
any general licensee incurs as a result of
supplying this information constitutes a
negligible increase in administrative
burden. It is estimated that there are
approximately 20,000 devices in the
possession of the Commission’s general
licensees which will come under the
registration requirement. The average
cost to the general licensee per device
per year is about $4.00. Therefore, the
action will not have a significant
economic impact on small entities. The
final rule is intended to ensure that
general licensees understand and
comply with regulatory responsibilities
regarding the generally licensed
radioactive devices in their possession.

Backfit Analysis

The NRC has determined that the
backfit rule, 10 CFR 50.109, does not
apply to this rule, because these
amendments do not involve any
provisions that impose backfits as
defined in 10 CFR 50.109(a)(1) and,
therefore, a backfit analysis is not
required.

Small Business Regulatory Enforcement
Fairness Act

In accordance with the Small
Business Regulatory Enforcement
Fairness Act of 1996, the NRC has
determined that this action is not a
major rule and has verified this
determination with the Office of
Information and Regulatory Affairs,
Office of Management and Budget.

List of Subjects in 10 CFR Part 31

Byproduct material, Criminal
penalties, Labeling, Nuclear materials,
Packaging and containers, Radiation
protection, Reporting and recordkeeping
requirements, Scientific equipment.

For the reasons set out above and
under the authority of the Atomic
Energy Act of 1954, as amended, the
Energy Reorganization Act of 1974, as
amended, and 5 U.S.C. 552 and 553, the
NRC is adopting the following
amendments to 10 CFR Part 31.

PART 31—GENERAL DOMESTIC
LICENSES FOR BYPRODUCT
MATERIAL

1. The authority citation for Part 31
continues to read as follows:

Authority: Secs. 81, 161, 183, 68 Stat. 935,
948, 954, as amended (42 U.S.C. 2111, 2201,

2233); secs. 201, as amended, 202, 88 Stat.
1242, as amended, 1244 (42 U.S.C. 5841,
5842).

Section 31.6 also issued under sec.
274, 73 Stat. 688 (42 U.S.C. 2021).

2. Section 31.5 is amended by adding
paragraph (c)(11) to read as follows:

§31.5 Certain measuring, gauging, or
controlling devices.2
* * * * *

c * X *

(11) Shall respond to written requests
from the Nuclear Regulatory
Commission to provide information
relating to the general license within 30
calendar days of the date of the request,
or other time specified in the request. If
the general licensee cannot provide the
requested information within the
allotted time, it shall, within that same
time period, request a longer period to
supply the information by submitting a
letter to the Director, Office of Nuclear
Material Safety and Safeguards, U.S.
Nuclear Regulatory Commission,
Washington, DC 20555-0001 and
provide written justification as to why
it cannot comply.

* * * * *

Dated at Rockville, Maryland, this 1st day
of July, 1999.

For the Nuclear Regulatory Commission.
William D. Travers,

Executive Director for Operations.
[FR Doc. 99-19984 Filed 8-3-99; 8:45 am]
BILLING CODE 7590-01-P

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 99—-CE—-01-AD; Amendment 39—
11241; AD 99-16-06]

RIN 2120-AA64

Airworthiness Directives; The New
Piper Aircraft, Inc. Model PA-46-350P
Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) that
applies to certain The New Piper
Aircraft, Inc. (Piper) Model PA-46-350P
airplanes. This AD requires installing
reinforcement plates to the wing
forward and aft attach fittings. This AD
is the result of a report that sheet steel

2Persons possessing byproduct material in
devices under a general license in 10 CFR 31.5
before January 15, 1975, may continue to possess,
use, or transfer that material in accordance with the
labeling requirements of 10 CFR 31.5 in effect on
January 14, 1975.

material that is below design strength
standards may have been utilized on the
wing attach fittings on the Model PA—
46-350P airplanes manufactured since
January 1995. The actions specified by
this AD are intended to prevent
structural failure of the wing attach
fittings caused by the utilization of
substandard material, which could
result in the wing separating from the
airplane with consequent loss of
control.

DATES: Effective September 24, 1999.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of September
24, 1999.

ADDRESSES: Service information that
applies to this AD may be obtained from
The New Piper Aircraft, Inc., Customer
Services, 2926 Piper Drive, Vero Beach,
Florida 32960. This information may
also be examined at the Federal
Aviation Administration (FAA), Central
Region, Office of the Regional Counsel,
Attention: Rules Docket No. 99-CE-01-
AD, Room 1558, 601 E. 12th Street,
Kansas City, Missouri 64106; or at the
Office of the Federal Register, 800 North
Capitol Street, NW, suite 700,
Washington, DC.

FOR FURTHER INFORMATION CONTACT: Mr.
William O. Herderich, Aerospace
Engineer, FAA, Atlanta Aircraft
Certification Office, One Crown Center,
1895 Phoenix Boulevard, suite 450,
Atlanta, Georgia 30349; telephone: (770)
703-6084; facsimile: (770) 703-6097.

SUPPLEMENTARY INFORMATION:

Events Leading to the Issuance of This
AD

A proposal to amend part 39 of the
Federal Aviation Regulations (14 CFR
part 39) to include an AD that would
apply to certain Piper Model PA-46—
350P airplanes was published in the
Federal Register as a notice of proposed
rulemaking (NPRM) on March 19, 1999
(64 FR 13530). The NPRM proposed to
require installing reinforcement plates
to the wing forward and aft attach
fittings by incorporating the Wing to
Fuselage Reinforcement Installation Kit,
Piper part number 766—656.
Accomplishment of the proposed action
as specified in the NPRM would be
required in accordance with the
instructions to the above-referenced Kkit,
as referenced in Piper Service Bulletin
No. 1027, dated November 19, 1998.

The NPRM was the result of a report
that sheet steel material that is below
design strength standards may have
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been utilized on the wing attach fittings
on the Model PA-46-350P airplanes
manufactured since January 1995.
Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were received on the
proposed rule or the FAA’s
determination of the cost to the public.

The FAA’s Determination

After careful review of all available
information related to the subject
presented above, the FAA has
determined that air safety and the
public interest require the adoption of
the rule as proposed except for minor
editorial corrections. The FAA has
determined that these minor corrections
will not change the meaning of the AD
and will not add any additional burden
upon the public than was already
proposed.

Cost Impact

The FAA estimates that 185 airplanes
in the U.S. registry will be affected by
this AD, that it will take approximately
30 workhours per airplane to
accomplish the installation, and that the
average labor rate is approximately $60
an hour. Piper will give warranty credit
for parts on all affected aircraft. Based
on these figures, the total cost impact of
this AD on U.S. operators is estimated
to be $333,000, or $1,800 per airplane.

Piper has informed the FAA that parts
have been distributed to accomplish the
installation on 6 of the affected
airplanes. Presuming that these parts
were incorporated on 6 of the affected
airplanes, this will reduce the cost
impact of this AD by $10,800 from
$333,000 to $322,200.

Regulatory Impact

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

For the reasons discussed above, |
certify that this action (1) is not a
“significant regulatory action’ under
Executive Order 12866; (2) is not a
“significant rule’” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
will not have a significant economic
impact, positive or negative, on a
substantial number of small entities
under the criteria of the Regulatory

Flexibility Act. A copy of the final
evaluation prepared for this action is
contained in the Rules Docket. A copy
of it may be obtained by contacting the
Rules Docket at the location provided
under the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding a new airworthiness directive
(AD) to read as follows:

99-16-06 The New Piper Aircraft, Inc.:
Amendment 39-11241; Docket No. 99—
CE-01-AD.

Applicability: Model PA-46-350P
airplanes, serial numbers 4622191 through
4622200 and 4636001 through 4636175,
certificated in any category.

Note 1: The affected serial numbers refer to
airplanes that have been delivered since
January 1995 and could have insufficient
strength wing attach fittings installed.
Airplanes manufactured after serial number
4636175 have this problem corrected prior to
delivery.

Note 2: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (c) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required within the next 100
hours time-in-service (TIS) after the effective

date of this AD, unless already accomplished.

To prevent the potential for failure of the
wing attach fittings caused by the utilization
of substandard material, which could result
in the wing separating from the airplane with
consequent loss of control of the airplane,
accomplish the following:

(a) Install reinforcement plates to the wing
forward and aft attach fittings by

incorporating the Wing to Fuselage
Reinforcement Installation Kit, Piper part
number 766-656. Accomplishment of the
installation is required in accordance with
the instructions to the above-referenced Kkit,
as referenced in Piper Service Bulletin No.
1027, dated November 19, 1998.

(b) Special flight permits may be issued in
accordance with 8§21.197 and 21.199 of the
Federal Aviation Regulations (14 CFR 21.197
and 21.199) to operate the airplane to a
location where the requirements of this AD
can be accomplished.

(c) An alternative method of compliance or
adjustment of the compliance time that
provides an equivalent level of safety may be
approved by the Manager, FAA, Atlanta
Aircraft Certification Office (ACO), One
Crown Center, 1895 Phoenix Boulevard, suite
450, Atlanta, Georgia 30349. The request
shall be forwarded through an appropriate
FAA Maintenance Inspector, who may add
comments and then send it to the Manager,
Atlanta ACO.

Note 3: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Atlanta ACO.

(d) The installation required by this AD
shall be done in accordance with the
instructions to the Wing to Fuselage
Reinforcement Installation Kit, Piper part
number 766-656, dated November 6, 1998, as
referenced in Piper Service Bulletin No.
1027, dated November 19, 1998. This
incorporation by reference was approved by
the Director of the Federal Register in
accordance with 5 U.S.C. 552(a) and 1 CFR
part 51. Copies may be obtained from The
New Piper Aircraft, Inc., Customer Services,
2926 Piper Drive, Vero Beach, Florida 32960.
Copies may be inspected at the FAA, Central
Region, Office of the Regional Counsel, Room
1558, 601 E. 12th Street, Kansas City,
Missouri, or at the Office of the Federal
Register, 800 North Capitol Street, NW, suite
700, Washington, DC.

(e) This amendment becomes effective on
September 24, 1999. Issued in Kansas City,
Missouri, on July 26, 1999.

Mike Gallagher,

Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 99-19747 Filed 8-3—99; 8:45 am]

BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 71

[Airspace Docket No. 99-AEA-05]

Amendment to Class E Airspace;
Babylon, NY

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This action amends the Class
E airspace extending upward from 700
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feet Above Ground Level (AGL) at
Republic Airport, Babylon, NY. The
development of new Standard
Instrument Approach Procedures (SIAP)
based on the Global Positioning System
(GPS) and amendments to the
Instrument Landing System (ILS) SIAP
and the Non Directional Radio Beacon
(NDB) SIAP at Republic Airport have
made this proposal necessary.
Amendments to the controlled airspace
extending upward from 700 feet Above
Ground Level (AGL) are needed to
accommodate the SIAPs and for
Instrument Flight Rules (IFR) operations
at the airport.

EFFECTIVE DATE: 0901 UTC, August 27,
1999.

FOR FURTHER INFORMATION CONTACT:
Mr. Francis Jordan, Airspace Specialist,
Airspace Branch, AEA-520, Air Traffic
Division, Eastern Region, Federal
Aviation Administration, Federal
Building #111, John F. Kennedy
International Airport, Jamaica, New
York 11430, telephone: (718) 553-4521.

SUPPLEMENTARY INFORMATION:

History

On March 10, 1999, a notice
proposing to amend Part 71 of the
Federal Aviation Regulations (14 CFR
Part 71) by extending the Class E
airspace extending upward from 700
feet above the surface at Republic
Airport, Babylon NY was published in
the Federal Register (64 FR 11819).

Interested parties were invited to
participate in this rulemaking
proceeding by submitting written
comments on the proposal to the FAA.
No comments to the proposal were
received. The rule is adopted as
proposed.

The coordinates for this airspace
docket are based on North America
Datum 83. Class E airspace areas
designations for airspace extending
upward from 700 feet AGL are
published in paragraph 6005 of FAA
Order 7400.9F, dated September 10,
1998, and effective September 16, 1998,
which is incorporated by reference in 14
CFR 71.1. The Class E airspace
designation listed in this document will
be amended in the order.

The Rule

The amendment to Part 71 of the
Federal Aviation Regulations (14 CFR
Part 71) provides controlled Class E
airspace extending upward from 700
feet AGL for aircraft executing SIAPs at
Republic Airport.

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are

necessary to keep them operationally
current. Therefore, this regulation: (1) is
not a “significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
Regulatory Evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that will only affect air
traffic procedures and air navigation it
is certified that this rule will not have
significant economic impact on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

In consideration of the foregoing, the
Federal Aviation Administration
amends 14 CFR part 71 as follows:

PART 71—[AMENDED]

1. The authority citation for 14 CFR
Part 71 continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; EO 10854, 24 FR 9565, 3 CFR, 1959-
1963 Comp., p. 389.

§71.1

The incorporation by reference in 14
CFR 71.1 of Federal Aviation
Administration Order 7400.9F, Airspace
Designations and Reporting Points,
dated September 10, 1998, and effective
September 16, 1998, is amended as
follows:

[Amended]

Paragraph 6005 Class E airspace areas
extending upward from 700 feet or more
above the surface of the earth.

* * * * *

AEA NY E5, Babylon, NY [Revised]

Republic Airport, Farmingdale, NY

GRP (Lat. 40°43'43"N., long. 73°24'48""W.)
Babylon NDB

(Lat. 40°40'21"N., long. 73°23'03"W.)

That airspace extending upward from 700
feet above the surface within an 8-mile radius
of Republic Airport and within 3.1 miles
each side of a 155° bearing from the Babylon
NDB extending from the 8-mile radius to 7
miles southeast of the NDB, excluding that
portion that coincides with the Islip, NY,
Class E airspace area.
* * * * *

Issued in Jamaica, New York on July 6,
1999.

Franklin D. Hatfield,

Manager, Air Traffic Division, Eastern Region.
[FR Doc. 99-20020 Filed 8-3-99; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 101
[Docket No. 98N-0044]
RIN 0910-AA59

Regulations on Statements Made for
Dietary Supplements Concerning the
Effect of the Product on the Structure
or Function of the Body; Public
Meeting; Correction

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of public meeting;
reopening of comment period,;
correction.

SUMMARY: The Food and Drug
Administration (FDA) is correcting a
document announcing a public meeting
to solicit additional comments on three
particularly controversial issues raised
by FDA'’s proposed rule on statements
made for dietary supplements
concerning the effect of the product on
the structure or function of the body
(“structure/function claims™). The
document, which appeared in the
Federal Register of Thursday, July 8,
1999 (64 FR 36824), was published with
an incorrect starting time for the
meeting and the registration time was
omitted. This document corrects those
errors.

DATES: The meeting will be held on
August 4, 1999, from 10 a.m. to 6 p.m.
(registration begins at 9 a.m.). Submit
written comments on or before August
4,1999.

ADDRESSES: The meeting will be held at
the Jefferson Auditorium, U.S.
Department of Agriculture, 1400
Independence Ave. SW., Washington,
DC. Submit written comments to the
Dockets Management Branch (HFA-
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852, or via e-mail to
“FDADockets@oc.fda.gov”’. Comments
are to be identified with the docket
number found in brackets in the
heading of this document.

FOR FURTHER INFORMATION CONTACT: Lisa
Barclay, Office of Policy, Planning, and
Legislation (HF-22), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-3360.
SUPPLEMENTARY INFORMATION:

In FR Doc. 99-17424, appearing on
page 36824 in the Federal Register of
Thursday, July 8, 1999, the following
corrections are made: On page 36824, in
the first column, in the “DATES”
caption, in the second line, “8 a.m.” is
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corrected to read 10 a.m.”, and by
adding the phrase *‘(registration begins
at9.a.m.).” after “6 p.m.”.

Dated: July 28, 1999.
Margaret M. Dotzel,
Acting Associate Commissioner for Policy.
[FR Doc. 99-19790 Filed 8-3-99; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF TRANSPORTATION
Coast Guard

33 CFR Part 100

[CGD08-99-046]

RIN 2115-AE46

Special Local Regulations; National

Youth Conference Air Show; Ohio
River Mile 602.0-605.0; Louisville, KY

AGENCY: Coast Guard, DOT.
ACTION: Temporary final rule.

SUMMARY: Special local regulations are
being adopted for the National Youth
Conference Air Show. This event will be
held on August 4, 1999, from 1:15 p.m.
until 2:15 p.m. in Louisville, Kentucky.
These regulations are needed to provide
for the safety of life on navigable waters
during the event.

EFFECTIVE DATE: These regulations are
effective from 1:15 p.m. until 2:15 p.m.
on August 4, 1999.

ADDRESSES: Unless otherwise indicated,
all documents referred to in this
regulation are available for review at
Marine Safety Office, Louisville, 600
Martin Luther King Jr. Place, Room 360,
Louisville, KY 40202-2230.

FOR FURTHER INFORMATION CONTACT:
Lieutenant Jeff Johnson, Chief, Port
Management Department, USCG Marine
Safety Office, Louisville, KY. Tel: (502)
582-5194 ext. 39.

SUPPLEMENTARY INFORMATION:

Drafting Information: The drafters of
this regulation are Lieutenant Jeff
Johnson, Project Officer, Chief, Port
Management Department, USCG Marine
Safety Office, Louisville, KY, and LTIG
Michele Woodruff, Project Attorney,
Eighth Coast Guard District Legal Office.

Regulatory History

In accordance with 5 U.S.C. 553, a
notice of proposed rule making for these
regulations has not been published, and
good cause exists for making them
effective in less than 30 days from the
date of publication. Following normal
rule making procedures would be
impracticable. The details of the event
were not finalized with sufficient time
remaining to publish proposed rules in

advance of the event or to provide for
a delayed effective date.

Background and Purpose

The marine event requiring this
regulation is an Air Show. The event is
sponsored by the Shawnee Baptist
Church Youth Conference. The Air
Show will take place over the Ohio
River between miles 602.0 to 605.0,
mid-channel. Non-participating vessels
will be able to transit the area after the
river is reopened.

Regulatory Evaluation

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866 and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
order. The Office of Management and
Budget has not reviewed it under that
order. It is not significant under the
regulatory policies and procedures of
the Department of Transportation (DOT)
(44 FR 11040; February 26, 1979). The
Coast Guard expects the economic
impact of this rule to be so minimal that
a full Regulatory Evaluation under
paragraph 10e of the regulatory policies
and procedures of DOT is unnecessary
because of the event’s short duration.

Small Entities

The Coast Guard finds that the impact
on small entities, if any, is not
substantial. Therefore, the Coast Guard
certifies under section 605(b) of the
Regulatory Flexibility Act (5 U.S.C. 601
et seq) that this temporary rule will not
have a significant economic impact on
a substantial number of small entities
because of the event’s short duration.

Collection of Information

This rule contains no information
collection requirements under the
Paperwork Reduction Act (44 U.S.C.
3501 et seq).

Federalism Assessment

The Coast Guard has analyzed this
action in accordance with the principles
and criteria of Executive Order 12612
and has determined that this rule does
not raise sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

Environmental Assessment

The Coast Guard considered the
environmental impact of this rule and
concluded that under section 2-1,
paragraph (34)(h) of Commandant
Instruction M16475.1C, this rule is
excluded from further environmental
documentation.

List of Subjects in 33 CFR Part 100

Marine safety, Navigation (water),
Reporting and recordkeeping
requirements.

Temporary Regulations

In consideration of the foregoing, Part
100 of Title 33, Code of Federal
Regulations, is amended as follows:

PART 100—[AMENDED]

1. The authority citation for part 100
continues to read as follows:

Authority: 33 U.S.C. 1233 through 1236; 49
CFR 1.46; 33 CFR 100.35.

2. A temporary §100.35-T08-046 is
added to read as follows:

§100.35-T08-046 Ohio River at Louisville,
Kentucky.

(a) Regulated Area: Ohio River Mile
602.0-605.0.

(b) Special Local Regulation: All
persons and/or vessels not registered
with the sponsors as participants or
official patrol vessels are considered
spectators. “‘Participants’” are those
persons and/or vessels identified by the
sponsor as taking part in the event. The
“official patrol” consists of any Coast
Guard, public, state or local law
enforcement and/or sponsor provided
vessel assigned to patrol the event. The
Coast Guard ““Patrol Commander” is a
Coast Guard commissioned, warrant, or
petty officer who has been designated
by Commanding Officer, Coast Guard
Marine Safety Office Louisville.

(1) No vessel shall anchor, block,
loiter in, or impede the through transit
of participants or official patrol vessels
in the regulated area during effective
dates and times, unless cleared for such
entry by or through an official patrol
vessel.

(2) When hailed and/or signaled by an
official patrol vessel, a spectator shall
come to an immediate stop. Vessels
shall comply with all directions given;
failure to do so may result in a citation.

(3) The Patrol Commander is
empowered to forbid and control the
movement of all vessels in the regulated
area. The Patrol Commander may
terminate the event at any time it is
deemed necessary for the protection of
life and/or property and can be reached
on VHF-FM Channel 16 by using the
call sign “PATCOM”.

(c) Effective Date: These regulations
will be effective from 1:15 p.m. to 2:15
p-m. on August 4, 1999.

Dated: July 12, 1999.
Paul J. Pluta,
RADM, USCG Commander, 8th CG District.
[FR Doc. 99-20025 Filed 8—-4-99; 8:45 am]
BILLING CODE 4910-15-M
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DEPARTMENT OF TRANSPORTATION
Coast Guard
33 CFR Part 110

[CGD07-99-023]
RIN 2115-AA98

Special Anchorage Areas; St. Johns
River, Jacksonville, Florida

AGENCY: Coast Guard, DOT.
ACTION: Final rule.

SUMMARY: The Coast Guard is amending
the Anchorage Regulations for the St.
Johns River in Jacksonville, FL. The
amendment will improve the safety of
vessels anchoring within and transiting
these anchorage areas by imposing
additional notification, tug employment,
and VHF-FM channel monitoring
requirements.

DATES: This rule becomes effective
September 3, 1999.

FOR FURTHER INFORMATION CONTACT: LT
Zachary Pickett, Coast Guard Marine
Safety Office Jacksonville, at (904) 232—
2640, ext. 128.

SUPPLEMENTARY INFORMATION:
Regulatory History

On May 20, 1999, the Coast Guard
published a notice of proposed
rulemaking in the Federal Register (64
FR 27487). No comments were received
during the comment period.

Background and Purpose

A natural working group established
by the Jacksonville Waterways
Management Council proposed
additional safety requirements for
vessels using Anchorage Areas A and B
within the St. Johns River. The Captain
of the Port agreed with the findings of
the Council. The amended regulations
require all vessels intending to anchor
in the St. Johns anchorage to notify the
Captain of the Port, and all anchoring
vessels will be required to monitor
Channels 13 and 16 VHF-FM at all
times. Also, while in the anchorage area,
all vessels transferring petroleum
products and all vessels over 300 feet in
length, will be required to have a pilot
or dock master on board and will be
required to employ sufficient tugs to
ensure safety.

Regulatory Evaluation

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866 and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
order. It has been exempted from review
by the Office of Management and

Budget under that order. It is not
significant under the regulatory policies
and procedures of the Department of
Transportation (DOT) (44 FR 11040;
February 26, 1979). The Coast Guard
expects the economic impact of this
proposal to be so minimal that a full
Regulatory Evaluation under paragraph
10e of the regulatory policies and
procedures of DOT is unnecessary as
these regulations will only economically
affect approximately 30 vessels a year.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601 et seq.), the Coast Guard
must consider whether this rule will
have a significant economic effect upon
a substantial number of small entities.
“Small entities” include small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.

Therefore, the Coast Guard certifies
under section 605(b) of the Regulatory
Flexibility Act (5 U.S.C. 601 et seq.) that
this rule will not have a significant
economic impact on a substantial
number of small entities as the tug
employment and pilot requirements will
only affect approximately 30 vessels
each year, and the other changes are
only minor in nature.

Collection of Information

This rule contains no collection of
information requirements under the
Paperwork Reduction Act (44 U.S.C.
3501 et seq.)

Federalism

The Coast Guard has analyzed this
rule under the principles and criteria
contained in Executive Order 12612 and
has determined that this rule does not
have sufficient federalism implications
to warrant the preparation of a
Federalism Assessment.

Environmental Assessment

The Coast Guard considered the
environmental impact of this rule and
concluded under Figure 2-1, paragraph
34(f) of Commandant Instruction
M16475.1C, that this rule is
categorically excluded from further
environmental documentation. A
Categorical Exclusion Determination has
been completed and is available in the
docket for inspection or copying.

List of Subjects in 33 CFR Part 110

Anchorage grounds.

Final Regulation

In consideration of the foregoing, the
Coast Guard amends part 110 of title 33,
Code of Federal Regulations as follows:

PART 110—[AMENDED]

1. The authority citation for part 110
continues to read as follows:

Authority: 33 U.S.C. 471, 2030, 2035, and
2071; 49 CFR 1.46 and 33 CFR 1.05-1(g).
Section 110.1a and each section listed in
110.1a is also issued under 33 U.S.C. 1223
and 1231.

2. Revise §110.183(b) to read as
follows:

§110.183 St. Johns River, Florida.

* * * * *

(b) * * *

(1) Except in cases of emergency, only
vessels meeting the conditions and
restrictions of this paragraph will be
authorized by the Captain of the Port to
anchor in the St. Johns River, as
depicted on NOAA chart 11491,
between the entrance buoy (STJ) and the
Main Street Bridge (in position
30°19'20"N, 81°39'32"W). Vessels
unable to meet any of the following
conditions and restrictions must obtain
specific authorization from the Captain
of the Port prior to anchoring in
Anchorage A or B.

(2) All vessels intending to enter and
anchor in Anchorage A or B shall notify
the Captain of the Port prior to entering.

(3) Anchorages A and B are temporary
anchorages. Additionally, Anchorage B
is used as a turning basin. Vessels may
not anchor for more than 24 hours in
either anchorage without specific
written authorization from the Captain
of the Port.

(4) All vessels at anchor must
maintain a watch on VHF-FM channels
13 and 16 by a person fluent in English,
and shall make a security broadcast on
channel 13 upon anchoring and every 4
hours thereafter.

(5) Anchorage A is restricted to
vessels less than 250 feet in length.

(6) Anchorage B is restricted to
vessels with a draft of 24 feet or less,
regardless of length.

(7) Any vessel transferring petroleum
products within Anchorage B shall have
a pilot or Docking Master aboard, and
employ sufficient assist tugs to assure
the safety of the vessel at anchor and
any vessels transiting the area.

(8) Any vessel over 300 feet in length
within Anchorage B shall have a Pilot
or Docking Master aboard, and employ
sufficient assist tugs to assure the safety
of the vessel at anchor and any vessels
transiting the area.
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Dated: July 27, 1999.
G.W. Sutton,

Captain U.S. Coast Guard, Commander,
Seventh Coast Guard District Acting.

[FR Doc. 99-20024 Filed 8-3-99; 8:45 am]
BILLING CODE 4910-15-M

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[OPP-300880; FRL-6086-9]

RIN 2070-AB78

Azoxystrobin; Pesticide Tolerances for
Emergency Exemptions

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
time-limited tolerance for combined
residues of azoxystrobin or methyl (E)-
2-[2-[6-(2-cyanophenoxy)pyrimidin-4-
yloxy]phenyl]-3-methoxyacrylate) and
its Z isomer in or on parsley. This action
is in response to EPA’s granting of an
emergency exemption under section 18
of the Federal Insecticide, Fungicide,
and Rodenticide Act authorizing use of
the pesticide on parsley in California.
This regulation establishes a maximum
permissible level for residues of
azoxystrobin in this food commodity
pursuant to section 408(1)(6) of the
Federal Food, Drug, and Cosmetic Act,
as amended by the Food Quality
Protection Act of 1996. The tolerance
will expire and is revoked on December
30, 2000.

DATES: This regulation is effective
August 4, 1999. Objections and requests
for hearings must be received by EPA on
or before October 4, 1999.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number [OPP-300880],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees”” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300880], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,

Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, Crystal Mall #2,
1921 Jefferson Davis Hwy., Arlington,
VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epa.gov. Copies of electronic
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 or
ASCII file format. All copies of
electronic objections and hearing
requests must be identified by the
docket control number [OPP-300880].
No Confidential Business Information
(CBI) should be submitted through e-
mail. Copies of electronic objections and
hearing requests on this rule may be
filed online at many Federal Depository
Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Jacqueline E. Gwaltney,
Registration Division (7505C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. Office location,
telephone number, and e-mail address:
Rm. 278 Crystal Mall #2, 1921 Jefferson
Davis Hwy., Arlington, VA, 703-305—
6792, gwaltney.jackie@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: EPA, on
its own initiative, pursuant to section
408(1)(6) of the Federal Food, Drug, and
Cosmetic Act (FFDCA), 21 U.S.C. 346a,
is establishing a tolerance for combined
residues or residues of the fungicide
azoxystrobin or methyl (E)-2-[2-[6-(2-
cyanophenoxy)pyrimidin-4-
yloxy]phenyl]-3-methoxyacrylate) and
its Z isomer, in or on parsley at 20 parts
per million (ppm) for fresh and at 100
ppm for dry. This tolerance will expire
and is revoked on December 30, 2000.
EPA will publish a document in the
Federal Register to remove the revoked
tolerance from the Code of Federal
Regulations.

I. Background and Statutory Findings

The Food Quality Protection Act of
1996 (FQPA) (Public Law 104-170) was
signed into law August 3, 1996. FQPA
amends both the Federal Food, Drug,
and Cosmetic Act (FFDCA), 21 U.S.C.
301 et seq., and the Federal Insecticide,
Fungicide, and Rodenticide Act
(FIFRA), 7 U.S.C. 136 et seq. The FQPA
amendments went into effect
immediately. Among other things,
FQPA amends FFDCA to bring all EPA
pesticide tolerance-setting activities
under a new section 408 with a new

safety standard and new procedures.
These activities are described in this
preamble and discussed in greater detail
in the final rule establishing the time-
limited tolerance associated with the
emergency exemption for use of
propiconazole on sorghum (61 FR
58135, November 13, 1996) (FRL-5572—
9).

New section 408(b)(2)(A)(i) of the
FFDCA allows EPA to establish a
tolerance (the legal limit for a pesticide
chemical residue in or on a food) only
if EPA determines that the tolerance is
“safe.” Section 408(b)(2)(A)(ii) defines
“safe’” to mean that “‘there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. . ..”

Section 18 of FIFRA authorizes EPA
to exempt any Federal or State agency
from any provision of FIFRA, if EPA
determines that “‘emergency conditions
exist which require such exemption.”
This provision was not amended by
FQPA. EPA has established regulations
governing such emergency exemptions
in 40 CFR part 166.

Section 408(1)(6) of the FFDCA
requires EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such
tolerances can be established without
providing notice or period for public
comment.

Because decisions on section 18-
related tolerances must proceed before
EPA reaches closure on several policy
issues relating to interpretation and
implementation of the FQPA, EPA does
not intend for its actions on such
tolerances to set binding precedents for
the application of section 408 and the
new safety standard to other tolerances
and exemptions.
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1. Emergency Exemption for
Azoxystrobin on Parsley and FFDCA
Tolerances

The State of California requested an
exemption for the use of azoxystrobin
(Quadris flowable fungicide) on 3,000
acres of parsley to control Septoria leaf
blight disease caused by Septoria
petroselini. After crop harvest the
pathogen does not survive in the fields
during the winter months and must
therefore be reintroduced into parsley
fields each season if disease is to
reoccur. This is a seed borne-disease.
When contaminated seeds are planted,
the pathogen is reintroduced. The
reintroduced pathogen spreads in the
field through rain splash or sprinkler
irrigation. During spring, the parsley
growing areas have mild temperatures
and high humidity favoring disease
development. Disease severity is
weather dependent and can vary from
season to season. The most logical way
of controlling this would be to eradicate
this pathogen from the seeds. The spring
seasons of 1995 and 1998 were wet and
humid favoring disease development. In
spite of using registered alternatives
(copper fungicides and neem oil),
California growers experienced
significant losses due to high disease
pressure. It is clearly documented that
the registered alternatives are not
effective in controlling the disease
under high disease pressure. During
1999, the spring season was wet and
conditions were favorable for the
development of disease. It is expected
that parsley growers in California will
suffer significant losses during the 3rd
and 4th parsley cutting without the use
of azoxystrobin. EPA has authorized
under FIFRA section 18 the use of
azoxystrobin on parsley for control of
septoria blight/septoria leaf spot in
California. After having reviewed the
submission, EPA concurs that
emergency conditions exist for this
State.

As part of its assessment of this
emergency exemption, EPA assessed the
potential risks presented by residues of
azoxystrobin in or on parsley. In doing
so, EPA considered the safety standard
in FFDCA section 408(b)(2), and EPA
decided that the necessary tolerance
under FFDCA section 408(1)(6) would be
consistent with the safety standard and
with FIFRA section 18. Consistent with
the need to move quickly on the
emergency exemption in order to
address an urgent non-routine situation
and to ensure that the resulting food is
safe and lawful, EPA is issuing this
tolerance without notice and
opportunity for public comment under
section 408(e), as provided in section

408(1)(6). Although this tolerance will
expire and is revoked on December 30,
2000, under FFDCA section 408(1)(5),
residues of the pesticide not in excess
of the amounts specified in the
tolerance remaining in or on parsley
after that date will not be unlawful,
provided the pesticide is applied in a
manner that was lawful under FIFRA,
and the residues do not exceed a level
that was authorized by this tolerance at
the time of that application. EPA will
take action to revoke this tolerance
earlier if any experience with, scientific
data on, or other relevant information
on this pesticide indicate that the
residues are not safe.

Because this tolerance is being
approved under emergency conditions,
EPA has not made any decisions about
whether azoxystrobin meets EPA’s
registration requirements for use on
parsley or whether a permanent
tolerance for this use would be
appropriate. Under these circumstances,
EPA does not believe that this tolerance
serves as a basis for registration of
azoxystrobin by a State for special local
needs under FIFRA section 24(c). Nor
does this tolerance serve as the basis for
any State other than California to use
this pesticide on this crop under section
18 of FIFRA without following all
provisions of EPA’s regulations
implementing section 18 as identified in
40 CFR part 166. For additional
information regarding the emergency
exemption for azoxystrobin, contact the
Agency’s Registration Division at the
address provided under the
“ADDRESSES” section.

I11. Aggregate Risk Assessment and
Determination of Safety

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 and a
complete description of the risk
assessment process, see the final rule on
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7).

)Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action.
EPA has sufficient data to assess the
hazards of azoxystrobin and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for a
time-limited tolerance for combined
residues of azoxystrobin or methyl (E)-
2-[2-[6-(2-cyanophenoxy)pyrimidin-4-
yloxy]phenyl]-3-methoxyacrylate) and
its Z isomer on parsley at fresh parsley
at 20 ppm and dried parsley at 100 ppm
ppm. EPA’s assessment of the dietary

exposures and risks associated with
establishing the tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects and the Agency’s selection
of toxicological endpoints upon which
to assess risk caused by azoxystrobin are
discussed below.

1. Acute toxicity. The Agency
evaluated the existing toxicology data
base for azoxystrobin and did not
identify an acute dietary endpoint.
Therefore, a risk assessment is not
required.

2. Short- and intermediate-term
toxicity. The Agency evaluated the
existing toxicology data base for short-
and intermediate-term dermal and
inhalation exposure and determined
that this risk assessment is not required.
Note: From a 21-day dermal toxicity
study the no observed adverse effect
level (NOAEL) was 1,000 milligrams/
kilograms/day (mg/kg/day) at the
highest dose tested (HDT) (Acute
inhalation toxicity category IlI).

3. Chronic toxicity. EPA has
established the Reference Dose (RfD) for
azoxystrobin at 0.18 mg/kg/day. This
RfD is based on on a chronic toxicity
study in rats with a NOAEL of 18.2 mg/
kg/day. Reduced body weights and bile
duct lesions were observed at the lowest
effect level (LEL) of 34 mg/kg/day. An
Uncertainty Factor (UF) of 100 was used
to account for both the interspecies
extrapolation and the intraspecies
variability.

4. Carcinogenicity. The EPA has
determined that azoxystrobin should be
classified as “Not Likely” to be a human
carcinogen according to the proposed
revised Cancer Guidelines. This
classification is based on the lack of
evidence of carcinogenicity in long-term
rat and mouse feeding studies.

B. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.507(a)) for the combined
residues of azoxystrobin and R230310 in
or on a variety of raw agricultural
commodities at levels ranging from
0.010 ppm in tree nuts to 20 ppm in rice
hulls. Included in these tolerances are
numerous ones for animal commodities
which were established in conjunction
with tolerances for rice and wheat
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commodities. Time-limited tolerances
range from 0.1 ppm in soybeans to 30
ppm in spinach.

2. Acute risk. No toxicological effects
which could be attributed to a single
dietary exposure were observed,
including developmental and
neurotoxic effects in the appropriate
studies. Therefore, no acute endpoint
has been assigned.

3. Chronic risk. In conducting this
chronic dietary risk assessment, EPA
has made very conservative
assumptions: 100% of parsley and all
other commodities having azoxystrobin
tolerances will contain azoxystrobin
residues, and those residues will be at
the level of the tolerance. Default
concentration factors have been

removed (i.e., set to 1) for the following
commodities: grapes-juice, grapes-
raisins, tomatoes-juice, tomatoes-puree,
and potatoes-white (dry). Concentration
factors were removed because data
which were previously submitted show
no concentration of residues into
raisins, grape juice, tomato juice and
puree or potatoes. The default ratio
between grape juice and juice
concentrate was retained. (Chronic RfD
= 0.18 mg/kg/day)

The Novigen DEEM (Dietary Exposure
Evaluation Model) system was used for
this chronic dietary exposure analysis.
The analysis evaluates individual food
consumption as reported by
respondents in the USDA Continuing

Surveys of Food Intake by Individuals
conducted in 1989 through 1991. The
model accumulates exposure to the
chemical for each commodity and
expresses risk as a function of dietary
exposure.

The existing azoxystrobin tolerances
(published, pending, and including the
necessary section 18 tolerances result in
a theoretical maximum residue
contribution (TMRC) that is equivalent
to the following percentages of the
Chronic RfD. As the 10x safety factor
was removed, the chronic RfD is equal
to the PAD (population-adjusted dose).
As aresult, the exposure given as a
percentage of the total allowable
exposure is reported as %0PAD.

TABLE 1.—SUMMARY: CHRONIC EXPOSURE ANALYSIS BY THE DEEM SYSTEM

Percent Reference
Population Subgroup EXpOSlge (mglkg/ Dosel (%Chronic
ay) PAD/RID)

U.S. POPUIALION (TOTAI) ..cuviiiiiiiie ittt ettt b et e bbb e e e e nbeeenee e .012246 6.8%
AllINFANES (KL YEAT OlA) ...ttt et e b et e b e sbb e et e et esbeeenns 0.014830 8.2%
NUrsing INfantSs (KL YEAI OlA) .....eoiuiiiiiiiiiei ettt 0.003917 2.2%
Non-Nursing Infants (<1 year old) ... 0.019422 10.8%
Children (1-6 years old) ........c.cc...... 0.022035 12.2%
Children (7-12 years old) .... 0.012990 7.2%
Non-Hispanic Blacks ............ccccocvenine 0.016444 9.1%
Non-Hispanic/non-white/non-black ...... 0.021015 11.7%
Females 20+ (not pregnant or nursing) 0.012325 6.8%
Females 13+ (NUIsing) .....ccoceeevveriveeneennenn 0.014238 7.9%
SBINIOIS D5 ottt bttt h et h et R bbb bR oAb b bt ea e bt bt he e bbbt 0.013489 7.5%

1 Percentage reference dose (% Chronic PAD) = Exposure x 100% (as RfD=PAD in this case) Chronic PAD

The subgroups listed above are: (1)
The U.S. Population (total); (2) those for
infants and children; and (3) the other
subgroups (except regions and seasons)
for which the percentage of the chronic
PAD occupied is greater than that
occupied by the subgroup U.S.
Population (total).

Section 408(b)(2)(E) authorizes EPA to
use available data and information on
the anticipated residue levels of
pesticide residues in food and the actual
levels of pesticide chemicals that have
been measured in food. If EPA relies on
such information, EPA must require that
data be provided 5 years after the
tolerance is established, modified, or
left in effect, demonstrating that the
levels in food are not above the levels
anticipated. Following the initial data
submission, EPA is authorized to

require similar data on a time frame it
deems appropriate. As required by
section 408(b)(2)(E), EPA will issue a
data call-in for information relating to
anticipated residues to be submitted no
later than 5 years from the date of
issuance of this tolerance.

4. From drinking water. Azoxystrobin
is persistent and mobile. There is no
established Maximum Contaminant
Level for residues of azoxystrobin in
drinking water. No health advisory
levels for azoxystrobin in drinking water
have been established. EPA has
estimated the concentration of
azoxystrobin in surface water based on
GENEEC (Generic Estimated
Environmental Concentration) modeling
and in ground water based on Screening
Concentration in Ground Water (SCI-
GROW) modeling.

5. Chronic risk. Estimated
environmental concentrations (EECs)
using GENEEC for azoxystrobin on
bananas, grapes, peaches, peanuts,
pecans, tomatoes, and wheat are listed
in the SWAT Team Second Interim
Report (June 6, 1997).

The highest EEC for azoxystrobin in
surface water (39 pg/L) is from the
application of azoxystrobin to grapes.
The EEC for ground water is 0.064 pg/
L resulting from use on turf. For
purposes of risk assessment, the
maximum EEC for azoxystrobin in
drinking water (39 pg/L) should be used
for comparison to the back-calculated
human health drinking water levels of
comparison (DWLOC) for the chronic
(non-cancer) endpoint. These DWLOCs
for various population categories are
summarized in the following table.

TABLE 2.—DRINKING WATER LEVELS OF COMPARISON FOR CHRONIC EXPOSURE?®

. Chronic RfD (mg/ Food Exposure Max. Water Expo- ]
Population Category2 kg/day) (mg/kg/day) sure? (mg/kg/day) DWLOC4558(ug/L)
U.S. Population (total) ........ccceevimiiiniiiiiieiiieiececeee e 0.18 0.012246 0.168 5,900
Females 13+ (NUISING) ..oooviiiiiiiiieeiiie e 0.18 0.014238 0.166 5,000
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TABLE 2.—DRINKING WATER LEVELS OF COMPARISON FOR CHRONIC EXPOSUREI—Continued

. Chronic RfD (mg/ Food Exposure Max. Water Expo-
Population Category? kg/day) (mg/kg/day) sure? (mg/kg/day) DWLOC456(ug/L)
NON-NUISING INfaNtS ....c.oooiiiie e 0.18 0.019422 0.161 1,600

1 Values are expressed to 2 significant figures.

2 Within each of these categories, the subgroup with the highest food exposure was selected.

3 Maximum Water Exposure (Chronic) (mg/kg/day) = Chronic RfD (mg/kg/day) - Food Exposure (mg/kg/day).

4 DWLOC(ug/L) = Max. water exposure (mg/kg/day) x body wt (kg) + [(10-3 mg/ug) * water consumed daily (L/day)].

5 HED Default body weights are: General U.S. Population, 70 kg; Males (13+ years old), 70 kg; Females (13+ years old), 60 kg; Other Adult
Populations, 70 kg; and, All Infants/Children, 10 kg.

6 HED Default daily drinking rates are 2 L/day for adults and 1 L/day for children.

The estimated maximum
concentrations of azoxystrobin in
surface water and ground water are less
than EPA’s levels of comparison for
azoxystrobin in drinking water as a
contribution to chronic aggregate
exposure. Therefore, taking into account
the present uses and uses proposed in
this section 18 and the fact that GENEEC
can substantially overestimate (by up to
3X) true pesticide concentrations in
drinking water, EPA concludes with
reasonable certainty that residues of
azoxystrobin in drinking water (when
considered along with other sources of
chronic exposure for which EPA has
reliable data) would not result in an
unacceptable estimate of chronic (non-
cancer) aggregate human health risk at
this time.

EPA bases this determination on a
comparison of estimated average
concentrations of azoxystrobin in
surface and ground water to back-
calculated DWLOCs for azoxystrobin in
drinking water. These levels of
comparison in drinking water were
determined after EPA considered all
other non-occupational human
exposures for which it has reliable data,
including all current uses, and the use
considered in this action. The estimate
of azoxystrobin in surface water is
derived from a water quality model that
uses conservative assumptions (health-
protective) regarding the pesticide
transport from the point of application
to surface and ground water. Because
EPA considers the aggregate risk
resulting from multiple exposure
pathways associated with a pesticide’s
uses, levels of comparison in drinking
water may vary as those uses change. If
new uses are added in the future, EPA
will reassess the potential impacts of
azoxystrobin in drinking water as a part
of the chronic (non-cancer) aggregate
risk assessment process.

6. From non-dietary uses.
Azoxystrobin (Heritage formulation) is
registered for residential use on
ornamental turf. Short-term exposure
may occur for residential handlers and
for postapplication activities. Because
the TES Committee (November 12,

1996) did not select applicable acute
dietary or short-term dermal or
inhalation endpoints, a short-term risk
assessment is not required. No toxicity
was observed at the limit dose (1,000
mg/kg body wt/day) in a 21-day dermal
study and an acute inhalation study
indicated low toxicity. Intermediate-
term and chronic exposures are not
expected for residential use.

7. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. This risk assessment is not
applicable since no indoor and outdoor
residential exposure uses are currently
registered for azoxystrobin.

C. Aggregate Cancer Risk for U.S.
Population

1. Short- and intermediate-term
aggregate risk. There are no applicable
endpoints for short-term exposure (TES
Committee, November 12, 1996);
therefore, a short-term aggregate risk
assessment is not required.
Intermediate-term exposure is not
expected for registered residential uses;
therefore, an intermediate-term risk
assessment is not required.

2. Chronic aggregate risk. Using the
conservative TMRC exposure
assumptions described above, and
taking into account the completeness
and reliability of the toxicity data, EPA
has estimated the exposure to
azoxystrobin from food will utilize
11.7% of the chronic PAD for the most
highly exposed adult population
subgroup (Non-Hispanic/non-white/
non-black). The exposure to
azoxystrobin from food for infants and
children will utilize from 2.2% to
12.2% of the chronic PAD. EPA
generally has no concern for exposures
below 100% of the chronic PAD because
the chronic PAD represents the level at
which daily aggregate oral exposure
over a lifetime will not pose appreciable
risks to human health. Despite the
potential for exposure to azoxystrobin in
drinking water, EPA does not expect the

aggregate exposure to exceed 100% of
the chronic PAD. Chronic exposures are
not expected for residential uses. EPA
concludes that there is a reasonable
certainty that no harm will result to
adults, infants, or children from chronic
aggregate exposure to azoxystrobin
residues.

D. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children— i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
azoxystrobin, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a 2-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
maternal pesticide exposure during
gestation. Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the data base unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a MOE
analysis or through using uncertainty
(safety) factors in calculating a dose
level that poses no appreciable risk to
humans. EPA believes that reliable data
support using the standard MOE and
uncertainty factor (usually 100 for
combined inter- and intra-species
variability)) and not the additional
tenfold MOE/uncertainty factor when
EPA has a complete data base under
existing guidelines and when the
severity of the effect in infants or
children or the potency or unusual toxic
properties of a compound do not raise
concerns regarding the adequacy of the
standard MOE/safety factor.
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ii. Developmental toxicity studies— a.
Rabbit. In the developmental toxicity
study in rabbits, developmental NOEL
was 500 mg/kg/day, at the HDT.
Because there were no treatment-related
effects, the developmental LEL was
=500 mg/kg/day. The maternal NOEL
was 150 mg/kg/day. The maternal LEL
of 500 mg/kg/day was based on
decreased body weight gain during
dosing.

b. Rat. In the developmental toxicity
study in rats, the maternal (systemic)
NOAEL was not established. The
maternal LEL of 25 mg/kg/day at the
lowest dose tested (LDT) was based on
increased salivation. The developmental
(fetal) NOAEL was 100 mg/kg/day
(HDT).

iii. Reproductive toxicity study. In the
reproductive toxicity study in rats, the
parental (systemic) NOAEL was 32.3
mg/kg/day. The parental LEL of 165.4
mg/kg/day was based on decreased body
weights in males and females, decreased
food consumption and increased
adjusted liver weights in females, and
cholangitis. The reproductive NOAEL
was 32.3 mg/kg/day. The reproductive
LEL of 165.4 mg/kg/day was based on
increased weanling liver weights and
decreased body weights for pups of both
generations.

iv. Prenatal and postnatal sensitivity.
The prenatal and postnatal toxicology
data base for azoxystrobin is complete
with respect to current toxicological
data requirements. The results of these
studies indicate that infants and
children are not more sensitive to
exposure, based on the results of the rat
and rabbit developmental toxicity
studies and the 2-generation
reproductive toxicity study in rats. The
additional 10X safety factor to account
for sensitivity of infants and children
was removed by an ad hoc FQPA Safety
Factor Committee.

v. Conclusion. Therefore, the
tolerance is established for combined
residues or residues of azoxystrobin or
methyl (E)-2-[2-[6-(2-
cyanophenoxy)pyrimidin-4-
yloxy]phenyl]-3-methoxyacrylate) and
its Z isomer in parsley at fresh parsley
at 20 ppm and dried parsley at 100 ppm
ppm. The results of these studies
indicate that infants and children are
not more sensitive to exposure, based on
the results of the rat and rabbit
developmental toxicity studies and the
2-generation reproductive toxicity study
in rats. The additional 10X safety factor
to account for sensitivity of infants and
children was removed by an ad hoc
FQPA Safety Factor Committee.

3. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded

that aggregate exposure to azoxystrobin
from food will utilize 2 to 5% of the RfD
for infants and children. EPA generally
has no concern for exposures below
100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to azoxystrobin in drinking
water and from non-dietary, non-
occupational exposure, EPA does not
expect the aggregate exposure to exceed
100% of the RfD. EPA concludes that
there is a reasonable certainty that no
harm will result to infants and children
from aggregate exposure to azoxystrobin
residues.

IV. Other Considerations

A. Metabolism in Plants and Animals

1. Plants. The nature of the residue in
plants is adequately understood. The
HED Metabolism Assessment Review
Committee (MARC) met on November
10, 1998 and determined that the
residue of concern in plants is
azoxystrobin and its Z isomer, R230310.
The Committee based this
determination on the results of
metabolism studies done on grapes,
peanuts, and wheat. In all three studies
the major residues were azoxystrobin
and R230310. EPA will translate these
data to parsley for this section 18.

2. Animals. As there are no animal
feed items associated with this section
18, the nature of the residue in animals
is not of concern.

B. Analytical Enforcement Methodology

An adequate analytical method is
available for enforcement of the
proposed tolerances. Method RAM 243
(GC/NPD) can be used for parsley. The
limit of quantitation for spinach was
0.01 ppm. This method has been
validated by the Agency’s Analytical
Chemistry Laboratory and will be
submitted to the Food and Drug
Administration for inclusion in the
Pesticide Analytical Manual II.

C. Magnitude of the Residues

1. Plants. IR-4 performed five field
trials on spinach. In each trial, six
applications were made at an
application rate of 0.25 Ib ai/A. The PHI
was either 6 or 7 days. This use pattern
is the same as that proposed for parsley.

2. Animals. There are no animal feed
items associated with parsley; therefore,
the magnitude of the residue in animals
is not relevant to this petition.

D. Rotational Crop Restrictions

Rotational crop data were submitted
in pesticide petition #6F4762. Based on
this information, a 45-day plantback

interval is appropriate for all crops other
than those with azoxystrobin tolerances.

E. International Residue Limits

There are no CODEX, Canadian, or
Mexican Maximum Residue Limits
(MRL) for azoxystrobin on parsley.
Thus, harmonization is not an issue for
this section 18 request.

V. Conclusion

Therefore, the tolerance is established
for combined residues or residues of
azoxystrobin or methyl (E)-2-[2-[6-(2-
cyanophenoxy)pyrimidin-4-
yloxy]phenyl]-3-methoxyacrylate) and
its Z isomer in fresh parsley at 20 ppm
and dried parsley at 100 ppm.

VI. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to *‘object” to a tolerance
regulation issued by EPA under new
section 408(l)(6) as was provided in the
old section 408 and in section 409.
However, the period for filing objections
is 60 days, rather than 30 days. EPA
currently has procedural regulations
which govern the submission of
objections and hearing requests. These
regulations will require some
modification to reflect the new law.
However, until those modifications can
be made, EPA will continue to use those
procedural regulations with appropriate
adjustments to reflect the new law.

Any person may, by October 4, 1999,
file written objections to any aspect of
this regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
under the “ADDRESSES” section (40
CFR 178.20). A copy of the objections
and/or hearing requests filed with the
Hearing Clerk should be submitted to
the OPP docket for this rulemaking. The
objections submitted must specify the
provisions of the regulation deemed
objectionable and the grounds for the
objections (40 CFR 178.25). Each
objection must be accompanied by the
fee prescribed by 40 CFR 180.33(i). EPA
is authorized to waive any fee
requirement “when in the judgement of
the Administrator such a waiver or
refund is equitable and not contrary to
the purpose of this subsection.” For
additional information regarding
tolerance objection fee waivers, contact
James Tompkins, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number, and
e-mail address: Rm. 239, Crystal Mall
#2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 305-5697,
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tompkins.jim@epa.gov. Requests for
waiver of tolerance objection fees
should be sent to James Hollins,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460.

If a hearing is requested, the
objections must include a statement of
the factual issues on which a hearing is
requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the requestor
(40 CFR 178.27). A request for a hearing
will be granted if the Administrator
determines that the material submitted
shows the following: There is genuine
and substantial issue of fact; there is a
reasonable possibility that available
evidence identified by the requestor
would, if established, resolve one or
more of such issues in favor of the
requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.
A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

VII. Public Record and Electronic
Submissions

EPA has established a record for this
regulation under docket control number
[OPP-300880] (including any comments
and data submitted electronically). A
public version of this record, including
printed, paper versions of electronic
comments, which does not include any
information claimed as CBI, is available
for inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency,
Crystal Mall #2, 1921 Jefferson Davis
Hwy., Arlington, VA.

Objections and hearing requests may
be sent by e-mail directly to EPA at:

opp-docket@epa.gov

E-mailed objections and hearing
requests must be submitted as an ASCII

file avoiding the use of special
characters and any form of encryption.

The official record for this regulation,
as well as the public version, as
described in this unit will be kept in
paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official record which will also
include all comments submitted directly
in writing. The official record is the
paper record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

VIII. Regulatory Assessment
Requirements

A. Certain Acts and Executive Orders

This final rule establishes a tolerance
under section 408 of the FFDCA. The
Office of Management and Budget
(OMB) has exempted these types of
actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). This final rule does
not contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title Il of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104-4). Nor does it require any
prior consultation as specficed by
Executive Order 12875, entitled
Enhancing the Intergovernmental
Partnership (58 FR 58093, October 28,
1993), or special considerations as
required by Executive Order 12898,
entitled Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
408(1)(6), such as the tolerance in this
final rule, do not require the issuance of
a proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.
Nevertheless, the Agency previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for

the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950), and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.

B. Executive Order 12875

Under Executive Order 12875,
entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), EPA may not
issue a regulation that is not required by
statute and that creates a mandate upon
a State, local or tribal government,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by those
governments. If the mandate is
unfunded, EPA must provide to OMB a
description of the extent of EPA’s prior
consultation with representatives of
affected State, local, and tribal
governments, the nature of their
concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local, and tribal
governments “‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”

Today’s rule does not create an
unfunded Federal mandate on State,
local, or tribal governments. The rule
does not impose any enforceable duties
on these entities. Accordingly, the
requirements of section 1(a) of
Executive Order 12875 do not apply to
this rule.

C. Executive Order 13084

Under Executive Order 13084,
entitled Consultation and Coordination
with Indian Tribal Governments (63 FR
27655, May 19, 1998), EPA may not
issue a regulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If the mandate is
unfunded, EPA must provide OMB, in
a separately identified section of the
preamble to the rule, a description of
the extent of EPA’s prior consultation
with representatives of affected tribal
governments, a summary of the nature
of their concerns, and a statement
supporting the need to issue the
regulation. In addition, Executive Order
13084 requires EPA to develop an
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effective process permitting elected
officials and other representatives of
Indian tribal governments ““‘to provide
meaningful and timely input in the
development of regulatory policies on
matters that significantly or uniquely
affect their communities.”

Today’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. This action
does not involve or impose any
requirements that affect Indian tribes.
Accordingly, the requirements of
section 3(b) of Executive Order 13084
do not apply to this rule.

IX. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
Agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and the Comptroller General of
the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: July 22, 1999.

James Jones,

Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180-[AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 34643, 321q and 371.

2. In § 180.507 (b), by revising two
commodities in the table to read as
follows:

§ 180.507 Azoxystrobin; tolerances for
residues.
* * * * *

(b)* * *
Expiration/
Commodity Pﬁ{iﬁ Opner revocation
date

Expiration/
Commodity P;ritlﬁ Opner revocation
date
* * * * *
Parsley, dried ...... 20.0 12/30/00
Parsley, fresh ...... 100.0 12/30/00
* * * * *

[FR Doc. 99-19910 Filed 8-3-99; 8:45 am]
BILLING CODE 6560-50-F

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Parts 600 and 660

[Docket No. 981231333-8333-01; I.D.
072699C]

Fisheries off West Coast States and in
the Western Pacific; Pacific Coast
Groundfish Fishery; Trip Limit
Adjustments

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Fishing restrictions; request for
comments.

SUMMARY: NMFS announces changes to
the trip limits in the Pacific Coast
groundfish limited entry fisheries for
Sebastes complex species north of Cape
Mendocino, and for yellowtail rockfish
and for rockfish other than yellowtail
and canary rockfish within the Sebastes
complex, north of Cape Mendocino.
These actions, which are authorized by
the Pacific Coast groundfish fishery
management plan (FMP), are intended
to help the fisheries achieve optimum
yields (OY5s).

DATES: Effective 0001 hours local time
(I.t.)) August 1, 1999. For vessels
operating in the B platoon, effective
0001 hours l.t. August 16, 1999. These
changes remain in effect, unless
modified, superseded or rescinded,
until the effective date of the 2000
annual specifications and management
measures for the Pacific Coast
groundfish fishery, which will be
published in the Federal Register.
Comments on this rule will be accepted
through August 19, 1999.

ADDRESSES: Submit comments to
William Stelle, Jr., Administrator,
Northwest Region (Regional
Administrator), NMFS, 7600 Sand Point
Way N.E., BIN C15700, Bldg. 1, Seattle,
WA 98115-0070; or Rodney Mcinnis,
Acting Administrator, Southwest

Region, NMFS, 501 West 